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under section 521(b) of the act: Rhode 
Island General Laws, Section 5–49–2.1, 
and Section 2.2, to the extent that Sec-
tion 2.2 requires hearing aid dispensers 
to keep copies of the certificates of 
need. 

[45 FR 67337, Oct. 10, 1980]

§ 808.93 Texas. 
(a) The following Texas medical de-

vice requirement is enforceable not-
withstanding section 521(a) of the act 
because the Food and Drug Adminis-
tration has exempted it from preemp-
tion under section 521(b) of the act: 
Vernon’s Civil Statutes, Article 4566, 
section 14(b) on the condition that, in 
enforcing this requirement, Texas 
apply the definition of ‘‘used hearing 
aid’’ in § 801.420(a)(6) of this chapter. 

(b) The following Texas medical de-
vice requirement is preempted by sec-
tion 521(a) of the act, and the Food and 
Drug Administration has denied it an 
exemption from preemption under sec-
tion 521(b) of the act: Vernon’s Civil 
Statutes, Article 4566, section 14(d). 

[45 FR 67337, Oct. 10, 1980]

§ 808.97 Washington. 
(a) The following Washington med-

ical device requirement is enforceable 
notwithstanding section 521(a) of the 
act because the Food and Drug Admin-
istration has exempted it from preemp-
tion under section 521(b) of the act: Re-
vised Code of Washington 18.35.110(2)(e) 
(i) and (iii) on the condition that it is 
enforced in addition to the applicable 
requirements of this chapter. 

(b) The following Washington med-
ical device requirements are preempted 
by section 521(a) of the act, and the 
Food and Drug Administration has de-
nied them an exemption from preemp-
tion under section 521(b) of the act: Re-
vised Code of Washington 
18.35.110(2)(e)(ii). 

[45 FR 67337, Oct. 10, 1980]

§ 808.98 West Virginia. 
(a) The following West Virginia med-

ical device requirements are enforce-
able notwithstanding section 521(a) of 
the act because the Food and Drug Ad-
ministration has exempted them from 

preemption: West Virginia Code, sec-
tions 30–26–14 (b) and (c) and section 30–
26–15(a) on the condition that in enforc-
ing section 30–26–15(a) West Virginia 
apply the definition of ‘‘used hearing 
aid’’ in § 801.420(a)(6) of this chapter. 

(b) The following West Virginia med-
ical device requirement is preempted 
by section 521(a) of the act, and the 
Food and Drug Administration has de-
nied it an exemption from preemption 
under section 521(b) of the act: West 
Virginia Code, section 30–26–14(a). 

[45 FR 67337, Oct. 10, 1980, as amended at 53 
FR 35314, Sept. 13, 1988]

§ 808.101 District of Columbia. 

(a) The following District of Colum-
bia medical device requirements are 
enforceable, notwithstanding section 
521 of the act, because the Food and 
Drug Administration has exempted 
them from preemption under section 
521(b) of the act: 

(1) Act 2–79, section 5, to the extent 
that it requires an audiological evalua-
tion for children under the age of 18. 

(2) Act 2–79, section 6, on the condi-
tion that in enforcing section 6(a)(5), 
the District of Columbia apply the defi-
nition of ‘‘used hearing aid’’ in 
§ 801.420(a)(6) of this chapter. 

(b) The following District of Colum-
bia medical device requirement is pre-
empted by section 521(a) of the act, and 
the Food and Drug Administration has 
denied it an exemption from preemp-
tion under section 521(b) of the act: Act 
2–79, section 5, except as provided in 
paragraph (a) of this section. 

[46 FR 59236, Dec. 4, 1981]

PART 809—IN VITRO DIAGNOSTIC 
PRODUCTS FOR HUMAN USE

Subpart A—General Provisions

Sec.
809.3 Definitions. 
809.4 Confidentiality of submitted informa-

tion.

Subpart B—Labeling

809.10 Labeling for in vitro diagnostic prod-
ucts.

VerDate Apr<18>2002 06:36 Apr 28, 2002 Jkt 197069 PO 00000 Frm 00083 Fmt 8010 Sfmt 8010 Y:\SGML\197069T.XXX pfrm12 PsN: 197069T


